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Dear Mr. Rodriguez:

Inspection of your medical gas fllllng operatlon on October 9 & 14,
1997, by FDA Investigator Jennifer M. Donzanti, revealed serious
eyt Al Aaba o ~AF Flaha TDadArvAal TAA~A Ty 1 v vl (Tommrmmds d o A e Elem A e\
violallUllo O4L Lilc rcucrLal roou, LU 7 Inia Losm LLC ACU \LI.I.C ACL) .
The inveatigator dociimented gsiaonificant deviationag fram +ha Chivvrant
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Good Manufacturing Practice (CGMP) Regulations for drugs [Title 21,

Code of Federal Requlation, Parts 210 and 211 (21 CFR 210 and 211)]
in conjunction with the testing and release for distribution of
compressed and liquid medical Oxygen USP causing the products to be
adulterated within the meaning of Section 501 (a) (2) (B) of the Act.
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nrnﬂnﬁfq meet annlicable standards of iden tity, strength, quality
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and purity in that you have failed to test each component lot of

bulk oxygen received to determine conformance with apﬁropriate
specifications prior to use, or in lieu of testing, receive a valid
certificate of ana1y51s from your suppller and conduct an identity
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test. Refilled cylinders and cryogenic vessels of compressed and
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your firm is not an acceptable test device for oxygen purity in
that the device is not equivalent to the USP test accuracy of %
0.1%
You have failed to established and/or ma1nta1n written procedures
for all production and process controls desi gned to assure that
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Drocedures for the filling and testlnq of co Dressed medical oxygen

fllllng and testlng of 11qu1d medical oxygen, completion of batch
production records, calibration and maintenance of equipment,
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Batch production and control records are not maintained documenting
that each significant step in the manufacturing operation was
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inspections and testing. Unique lot numbers are not assigned to
fi 11ed cvllnders of compressed medical oxygen Droduced from each

and maintenance of equipment are not maintained.
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accurate statement of the quantlty of contents. Wlth respect
the 502 (b) (2) violation, the contents of cylinders may be expressed
in terms of the available volume of Oxygen USP in liters at 70° F
(21.1° C) and one atmosphere.
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issued so that thev mav take this information into account when
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considering the award of contracts. Additionally, pending

applications for Agency approval (NDA, ANDA, SNDA, etc.) or export
approval requests may not be approved.

In order to facilitate the Food and Drug Administration (FDA) in
making the determination that such corrections have been made and
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agencies concerning the award of government contracts, and to
resume rev1ew of any pending aDDllcatlons, we request that you
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responsib;l;ty to ensure that all medical gas products you repack
and distribute are in compliance with the Act and the requirements

of the CGMP regulations. You should take prompt action to correct
these violations. Failure to correct these violations may result
in reguiatory action, including seizure and/or injunction, without

We request that you notify this office in writing, wi e
(15) worklnq days of receipt of this letter, of specif jo e}
have taken to correct these violations. If corrections cannot be
completed within 15 working days, state the reason for the delay

and the time frame within which corrections will be completed.
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Your reply should be directed to Jimmy E. Walthall, Compliance
Officer, U.S. Food and Drug Administration, 7200 Lake Ellenor
Drive, Suite 120, Orlando, Florida 32809, telephone (407) 648-6823,
‘extension 263.

Sincerely,

~Wessaf 4 Clugpee])

Acting Director
Florida District



